
107 

Food and Drug Administration, HHS § 640.63 

U.S.C. 263a) and is qualified to perform 
potency tests for antihemophilic fac-
tor. Such arrangements must be ap-
proved by the Director, Center for Bio-
logics Evaluation and Research, Food 
and Drug Administration. Such testing 
shall not be considered as divided man-
ufacturing, as described in § 610.63 of 
this chapter, provided the following 
conditions are met: 

(1) The establishment licensed for 
Cryoprecipitated AHF has obtained a 
written agreement that the testing lab-
oratory will permit an authorized rep-
resentative of the Food and Drug Ad-
ministration to inspect its testing pro-
cedures and facilities during reason-
able business hours. 

(2) The testing laboratory will par-
ticipate in any proficiency testing pro-
grams undertaken by the Center for 
Biologics Evaluation and Research, 
Food and Drug Administration. 

(d) If the average potency level of 
antihemophilic factor in the containers 
tested is less than 80 units of 
antihemophilic factor per container, 
immediate corrective actions shall be 
taken and a record maintained of such 
action. 

[42 FR 21774, Apr. 29, 1977, as amended at 49 
FR 23834, June 8, 1984; 50 FR 4140, Jan. 29, 
1985; 55 FR 11013, Mar. 26, 1990; 64 FR 45373, 
Aug. 19, 1999; 66 FR 1837, Jan. 10, 2001] 

Subpart G—Source Plasma 

§ 640.60 Source Plasma. 
The proper name of the product shall 

be Source Plasma. The product is de-
fined as the fluid portion of human 
blood collected by plasmapheresis and 
intended as source material for further 
manufacturing use. The definition ex-
cludes single donor plasma products in-
tended for intravenous use. 

[41 FR 10768, Mar. 12, 1976, as amended at 50 
FR 4140, Jan. 29, 1985] 

§ 640.61 Informed consent. 
The written consent of a prospective 

donor shall be obtained after a quali-
fied licensed physician has explained 
the hazards of the procedure to the pro-
spective donor. The explanation shall 
include the risks of a hemolytic trans-
fusion reaction if he is given the cells 
of another donor, and the hazards in-

volved if he is hyperimmunized. The 
explanation shall consist of such dis-
closure and be made in such a manner 
that intelligent and informed consent 
be given and that a clear opportunity 
to refuse is presented. 

§ 640.62 Medical supervision. 
A qualified licensed physician shall 

be on the premises when donor suit-
ability is being determined, immuniza-
tions are being made, whole blood is 
being collected, and red blood cells are 
being returned to the donor. 

[66 FR 1837, Jan. 10, 2001] 

§ 640.63 Suitability of donor. 
(a) Method of determining. The suit-

ability of a donor for Source Plasma 
shall be determined by a qualified li-
censed physician or by persons under 
his supervision and trained in deter-
mining donor suitability. Such deter-
mination shall be made on the day of 
collection from the donor by means of 
a medical history, tests, and such phys-
ical examination as appears necessary 
to the qualified licensed physician. 

(b) Initial medical examinations. (1) 
Each donor shall be examined by a 
qualified licensed physician on the day 
of the first donation or no more than 1 
week before the first donation and at 
subsequent intervals of no longer than 
1 year. 

(2)(i) A donor who is to be immunized 
for the production of high-titer plasma 
shall be examined by a qualified li-
censed physician. The medical exam-
ination shall be performed within no 
more than 1 week before the first im-
munization injection. The medical ex-
amination for plasmapheresis need not 
be repeated, if the first donation occurs 
within 3 weeks after the first injection. 

(ii) A donor who is an active partici-
pant in a plasmapheresis program, and 
has been examined in accordance with 
paragraph (b)(1) of this section, need 
not be reexamined before immuniza-
tion for the production of high-titer 
plasma. 

(3) Each donor shall be certified to be 
in good health by the examining physi-
cian. The certification of good health 
shall be on a form supplied by the li-
censed establishment and shall indi-
cate that the certification applies to 
the suitability of the individual to be a 
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plasmapheresis donor and, when appli-
cable, an immunized donor. 

(c) Qualification of donor. Donors 
shall be in good health on the day of 
donation, as indicated in part by: 

(1) Normal temperature; 
(2) Demonstration that systolic and 

diastolic blood pressures are within 
normal limits, unless the examining 
physician is satisfied that an indi-
vidual with blood pressures outside 
these limits is an otherwise qualified 
donor under the provisions of this sec-
tion; 

(3) A blood hemoglobin level of no 
less than 12.5 grams of hemoglobin per 
100 milliliters of blood or a hematocrit 
level of 38 percent; 

(4) A normal pulse rate; 
(5) A total serum or total plasma pro-

tein of no less than 6.0 grams per 100 
milliliters of blood; 

(6) Weight, which shall be at least 110 
pounds; 

(7) Freedom from acute respiratory 
diseases; 

(8) Freedom from any infectious skin 
disease at the site of phlebotomy and 
from any such disease generalized to 
such an extent as to create a risk of 
contamination of the plasma; 

(9) Freedom from any disease, other 
than malaria, transmissible by blood 
transfusion, insofar as can be deter-
mined by history and examinations in-
dicated in this section; 

(10) Freedom of the arms and fore-
arms from skin punctures or scars in-
dicative of addiction to self-injected 
narcotics; 

(11) Freedom from a history of viral 
hepatitis after the 11th birthday; 

(12) Freedom from a history of close 
contact within 12 months of donation 
with an individual having viral hepa-
titis; 

(13) Freedom from a history of having 
received, within 12 months, human 
blood or any derivative of human blood 
which the Food and Drug Administra-
tion has advised the blood establish-
ment is a possible source of viral hepa-
titis, except for specific immunization 
performed in accordance with § 640.66. 

(d) General. Any donor who, in the 
opinion of the interviewer, appears to 
be under the influence of any drug, al-
cohol, or for any reason does not ap-
pear to be providing reliable answers to 

medical history questions, shall not be 
considered a suitable donor. 

(e) Failure to return red blood cells. 
Any donor who has not had the red 
blood cells returned from a unit of 
blood collected during a plasma-
pheresis procedure or who has been a 
donor of a unit of whole blood shall not 
be subjected to plasmapheresis for a 
period of 8 weeks, unless: 

(1) The donor has been examined by a 
qualified licensed physician and cer-
tified by the physician to be acceptable 
for further plasmapheresis before expi-
ration of the 8-week period; 

(2) The donor possesses an antibody 
that is (i) transitory, (ii) of a highly 
unusual or infrequent specificity, or 
(iii) of an unusually high titer; and 

(3) The special characteristics of the 
antibody and the need for 
plasmapheresing the donor are docu-
mented. 

[38 FR 32089, Nov. 20, 1973, as amended at 41 
FR 10768, Mar. 12, 1976; 43 FR 9805, Mar. 10, 
1978; 43 FR 12311, Mar. 24, 1978; 46 FR 57480, 
Nov. 24, 1981; 50 FR 4140, Jan. 29, 1985; 64 FR 
45373, Aug. 19, 1999; 66 FR 1837, Jan. 10, 2001; 
66 FR 40890, Aug. 6, 2001] 

§ 640.64 Collection of blood for Source 
Plasma. 

(a) Supervision. All blood for the col-
lection of Source Plasma shall be 
drawn from the donor by a qualified li-
censed physician or by persons under 
his supervision trained in the proce-
dure. 

(b) Blood containers. Blood containers 
and donor sets must be pyrogen-free, 
sterile, and identified by lot number. 

(c) The anticoagulant solution. The 
anticoagulant solution must be sterile 
and pyrogen-free. Anticoagulant solu-
tions must be compounded and used ac-
cording to a formula that has been ap-
proved for the applicant by the Direc-
tor, Center for Biologics Evaluation 
and Research. 

(d) Donor identification. Each unit of 
blood and plasma shall be so marked or 
identified by number or other symbol 
so as to relate it directly to the donor. 

(e) Prevention of contamination of the 
blood and plasma. The skin of the donor 
at the site of phlebotomy shall be pre-
pared thoroughly and carefully by a 
method that gives maximum assurance 
of a sterile container of blood. The 
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